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1 )IEI Responsive to communication(s) filed on 28 October 2010 . 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 

6) M Claim(s) 1 and 21-26 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

Claims 1,6,1 1,12,14 and 21-26 are pending in the application. Claims 6,1 1,12 and 14 
are withdrawn. Any objections and/or rejections from previous office actions that have 
not been reiterated in this office action are obviated. 

New Grounds of Rejection Necessitated by the Amendment 
Claim Rejections - 35 USC §103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1 and 21-26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weinstock et al. (WO00/78145A1) in view of Edwards et al. (WO02/067761). 

3. Weinstock et al. (WO00/781 45A1 ) discloses sulphonamidobenzamide 
macrophage scavenger receptor antagonists (MSRA) (below) for treating cardiovascular 
disease including but not limited to atherosclerosis, coronary artery disease, renal 
disease, thrombosis, transient ischemia, etc. (abstract; p2, lines 26+; p3, lines 8+). Ri 
and R 2 may be halo, hydrogen, alkyl, etc.; R 3 may be Riaryl, etc. wherein R 1 is halo (p3, 
lines 8-20). The MSRAs may be formulated as pharmaceutical compositions and 
administered as tablets, liquid preparations, etc. (p1 1 , lines 14+). 
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5. Weinstock et al. does not teach that the at least one halo substituent (Ri and R 2 ) 
is 123 l or 18 F. 

6. Edwards et al. (WO02/067761 ) discloses detectably labeled macrophage 
scavenger receptor antagonist (MSRA) complexes for the diagnosis and monitoring of 
various cardiovascular diseases including but not limited to atherosclerosis, coronary 
artery disease, renal disease, thrombosis, transient ischemia, etc. (abstract; p37, lines 
12-18). The imaging agent disclosed in the present invention is an SR-A antagonist 
linked to a radioisotope, such as 18 F, 123 l, etc. (p48, lines 10-20; p49, lines 13-24). The 
complexes of the disclosure may also include M-Ch-L n -(BM) n wherein M is a 
radionuclide (i.e. 99m Tc, 111 In, 113m ln, etc.; C h is a metal chelator (i.e. a N 4 ligand, N 2 S 2 
ligand); L n is a linking group; and BM is a MSRA antagonist (p1 8-23; p26, lines 1 9+; 
p50, lines 6+; see claims). Edwards et al. also teaches of kits comprising the MSRAs of 
the disclosure (claims 38+). 

7. At the time of the invention it would have been obvious to one ordinarily skilled in 
the art to substitute the MSRA antagonist of Weinstock et al. with a radionuclide for the 
diagnosis and monitoring of various cardiovascular diseases as Edwards et al. teaches 
that labeled MSRA complexes are used for diagnosing and monitoring cardiovascular 
diseases. 

8. At the time of the invention it would have been obvious to one ordinarily skilled in 
the art to substitute the radioisotope, such as 18 F, 123 l, etc. of Edward et al. for the 
halogen substituent of Weinstock et al. to provide SR-A antagonist imaging agents as 
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the results are the predictable advantage of both treating and diagnosing/monitoring 
cardiovascular diseases. 

9. Also, at the time of the invention it would have been obvious to one ordinarily 
skilled in the art to the formulate the detectably labeled macrophage scavenger receptor 
antagonist (MSRA) complexes of the combined disclosures of Weinstock et al. and 
Edwards et al. as a pharmaceutical composition as Weinstock et al. teaches that 
MSRAs may be formulated as such. 

1 0. The imaging moiety of the combined disclosure encompasses the imaging 
moiety of the instant claims and is capable of the same functions, such as being 
detected externally in a non-invasive manner following administration of said labeled 
synthetic MSRA antagonist to the mammal body in vivo and has the same properties. 



Response to Arguments 

1 1 . Applicant's arguments filed 1 0/28/1 0 have been fully considered but they are not 
persuasive. 

1 2. Applicant asserts that Weinstock et al. does not disclose that the MSRA 
antagonists are labeled with radioactive halogens, let alone specify that these are to be 
selected from 123 l or 18 F. Furthermore, Weinstock et al. does not provide any particular 
motivation to the skilled person to place fluoro or iodo preferably at the positions 
specified in the instant claims. 

1 3. The reference of Weinstock et al. was not used to teach of the radioactive 
halogens 123 l or 18 F but was used to teach of sulphonamidobenzamide macrophage 
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scavenger receptor antagonists (MSRA) (below) for treating cardiovascular disease 
comprising halo substituents at the Ri and/or R 2 positions . 

Q 
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1 5. The halo substituent (Ri and R 2 ) positions on the MSRA antagonists of 
Weinstock et al. are identical positions found on the MSRA antagonists of the instant 
claims. 

1 6. The reference of Edwards et al. was used to teach of detectably labeled 
macrophage scavenger receptor antagonist (MSRA) complexes for the diagnosis and 
monitoring of various cardiovascular diseases including but not limited to 
atherosclerosis, coronary artery disease, renal disease, thrombosis, transient ischemia, 
etc. wherein the imaging agent/detectably labeled MSRA disclosed in the present 
invention is an SR-A antagonist linked to a radioisotope, such as 18 F, 123 l, etc. 

1 7. At the time of the invention it would have been obvious to one ordinarily skilled in 
the art to substitute the radioisotope, such as 18 F, 123 l, etc. of Edward et al. for the 
halogen substituent of Weinstock et al. to provide SR-A antagonist imaging agents as 
the results are the predictable advantage of both treating and diagnosing/monitoring 
cardiovascular diseases. 

1 8. Applicant asserts that Edwards et al. provides compounds for in vivo imaging 
atherosclerosis and vulnerable plaque that comprise an MSRA antagonist linked to a 
metal chelate, where a metal chelate comprises a metal that is an in vivo imaging 
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moiety. Suitable in vivo imaging moieties of Edwards et al. include 99m Tc, 111 In, 113m ln. 
The teachings of Edwards et al. do not include any suggestion that the in vivo imaging 
moiety should be selected from 18 F, 123 l. 

1 9. The reference of Edwards et al. teaches that the imaging agent/detectably 
labeled MSRA disclosed in the present invention is an SR-A antagonist linked to a 
radioisotope, such as 18 F, 123 l, etc. in addition to metal chelates comprising a metal 
imaging moiety. 

20. Applicant asserts that combining the teachings of Edwards et al. with those of 
Weinstock et al. also does not result in a sulphonamidobenzamide derivative labeled 
with 18 For 123 l. 

21 . The reference of Weinstock et al. teaches of sulphonamidobenzamide 
macrophage scavenger receptor antagonists (MSRA) (below) for treating cardiovascular 
disease comprising halo substituents at the Ri and/or R 2 positions . 



23. The halo substituent (Ri and R 2 ) positions on the MSRA antagonists of 
Weinstock et al. are identical positions found on the MSRA antagonists of the instant 
claims. 

24. The reference of Edwards et al. was used to teach of detectably labeled 
macrophage scavenger receptor antagonist (MSRA) complexes for the diagnosis and 
monitoring of various cardiovascular diseases including but not limited to 




22. 
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atherosclerosis, coronary artery disease, renal disease, thrombosis, transient ischemia, 
etc. wherein the imaging agent/detectably labeled MSRA disclosed in the present 
invention is an SR-A antagonist linked to a radioisotope, such as 18 F, 123 l, etc. 

25. At the time of the invention it would have been obvious to one ordinarily skilled in 
the art to substitute the radioisotope, such as 18 F, 123 l, etc. of Edward et al. for the 
halogen substituent of Weinstock et al. to provide SR-A antagonist imaging agents as 
the results are the predictable advantage of both treating and diagnosing/monitoring 
cardiovascular diseases. 

26. Applicant's assertions with regard to the reference of Choi et al. are extraneous 
as the reference of Choi et al. is withdrawn from the rejection. 



Conclusion 

27. No claims are allowed at this time. 

28. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA PERREIRA whose telephone number is 
(571)272-1354. The examiner can normally be reached on 9am-5pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on 571-272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

/Melissa Perreira/ 
Examiner, Art Unit 1618 



